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Composition of Expert Panel

> International Experts
> Europe, Japan, Canada, anc

» From various org

» industry, a
etc.




Importance of Science-Based Expert Panel

Recommendations

> Advice of the Expert Panel regarding the
validation status of the in vitro ocular test
methods of interest, including their
usefulness and limitations, will help guide:

> the formulation of ICCVAM/NICEATM
recommendations regarding the validation status of
the 4 in vitro ocular test methods of interest

» the conduct of any future studies that might be
warranted that could help them satisfy ICCVAM's
criteria for validation and acceptance of
toxicological test methods and render any of these
methods more acceptable for regulatory purposes

> regulatory agencies on the use of data generated
by these test methods that could help in their
regulatory decision-making processes




Regulation of Food, Drugs and Cosmetics in
the United States
> FDA is charged with protecting American consumers by enforcing

the Federal Food, Drug, and Cosmetic Act, its amendments, and
several related publlc ealth laws ,

» Today's regulations gre
unfortunate healt
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The Lash-Lure Tragedy (c. 1930)
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The Actual Effects:
—Allergic reactions
—Severe pain
—Blindness
—Death
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Ocular Irritancy Testing

» The Draize eye irritancy test
> used since 1944

> has provided important and use nation for eye safety
assessments » -

> Effort has sn




